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DETAILED ACTION 

Response to Arguments 
Applicant's arguments with respect to claims 9-15, 21-23, 25, 27, 29-36 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for 
patent or (2) a patent granted on an application for patent by another filed in the United 
States before the invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the effects for 
purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 
21(2) of such treaty in the English language. 

Claims 9-11, 13-15. 21-23, 25, 27, 29-31 and 33-36 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Balbierz (U.S. Patent No. 6,770,070). 

With respect to claim 9: Balbierz teaches a method of draining of fluid, air and contaminants 
from a thoracic cavity of a mammalian patient comprising: inserting a tapered tip 16' of a flexible 
trocar 12 and a distal end of an axially elongate tube 112 into an incision into a thoracic cavity of 
a mammalian patient, wherein the flexible trocar 12 is pre-inserted through a drainage lumen of 
a bidirectional, non-removable, pressure-operated valve 32 attached to a proximal end of the 
axially elongate tube 112 (Fig. 8) and through a drainage lumen 1 13 of the axially elongate tube 
112 and extends substantially the length of the axially elongate tube 112 (Col. 1 1 , lines 5-20, 
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Col. 12, lines 55-67); selectively bending a region near the distal tip of the axially elongate tube 
while advancing the axially elongate tube into the thoracic cavity, wherein the bending steers 
the axially elongate tube into the thoracic cavity during insertion (Col. 10, lines 35-42, 52-56); 
removing the flexible trocar 12 through the valve 32 from the drainage lumen 1 13 of the axially 
elongate tube 112 and the drainage lumen of the valve, as the trocar 12 serves as an introducer 
intended to be removed once the apparatus 10 is placed; and selectively opening or closing the 
valve 32 to control influx and efflux of fluid, air or contaminants into the thoracic cavity through 
the drainage lumen of the axially elongate tube. (Col. 12, lines 60-67) 

With respect to claim 10: The bending of the axially elongate tube 1 12 is controlled from the 
proximal end of said axially elongate tube 112 whereby tortuous anatomy can be navigated. 
(Figs. 3a, 3b, Col. 9, line 63 - Col. 10, line 15) 

With respect to claim 11: The bending of said axially elongate tube 1 12 is caused by retraction 
of a control rod 25'. (Figs. 3a,3b. Col. 9, line 63 - Cdl. 10, line 15) 

With respect to claim 13: The step of selectively bending a region near the distal tip of the 
axially elongate tube is replaced by the steps of: inserting a hollow needle 16 into the thoracic 
cavity (Col. 9, lines 44-49); inserting a guidewire 15 through the hollow needle 16 into the 
thoracic cavity (Col. 13, lines 1-15); removing the hollow needle 16 following placement of the 
guidewire 15; advancing the chest drainage tube 112, comprising a flexible trocar 12 further 
comprising a tapered distal tip 16' and a guidewire lumen extending within the trocar 12 for the 
length of the trocar 12 into the thoracic cavity over the guidewire 15 (Col. 9, lines 21-25); and 
removing the trocar 12, as the trocar 12 serves as an introducer intended to be removed once 
the apparatus 10 is placed. 
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With respect to claim 14: The chest drainage tube is pre-nnounted to said trocar 12. 

With respect to claim 15: The chest drainage tube 1 12 is subsequently fixed in position relative 
to the opening in the chest wall via closure device 52. (Col. 19, lines 14-19) Spring 52 clamps 
adjacent blood vessels or tissue together and thus also maintains chest drainage tube 1 12 in 
place. 

With respect to claim 21 : Balbierz teaches a method of draining of fluid, air and contaminants 
from a patient's thoracic cavity comprising: inserting a hollow needle 16 into an incision into the 
thoracic cavity of a patient; inserting a guidewire 15 through the hollow needle 16 into the 
thoracic cavity (Col. 13, lines 1-15); removing the hollow needle 16 after inserting the guidewire 
15, as the needle 16 serves as an introducer intended to be removed once the apparatus is 
placed (Col. 11, lines 15-20); pre-attaching a non-removable, bidirectional valve 32, further 
comprising a drainage lumen and a valve control lumen, to the proximal end of an axially 
elongate tube 112, wherein the axially elongate tube comprises a proximal end, a distal end, 
and a drainage lumen 113 extending substantially the axial length of the axially elongate tube 
112 (Col. 11, lines 15-20, Col. 12, Ijnes 55-67, Col. 13, lines 1-15); inserting a flexible trocar 12 
comprising a tapered distal tip 16', and a guidewire lumen extending the length of the flexible 
trocar 12, within the trocar 12, through a drainage lumen of the valve, into the proximal end of 
the axially elongate tube and into the drainage lumen of the axially elongate tube until the 
tapered distal tip 16' extends beyond the distal end of the axially elongate tube (Fig. 6A, Col. 9 , 
lines 21-24, Col. 12, lines 55-67); inserting a distal end of the axially elongate tube 112, 
comprising the pre-inserted flexible trocar 12 and pre-attached, pressure-operated, bidirectional 
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valve 32, over the guidewire 15 and through the incision into the thoracic cavity of the patient, 
wherein the distal end of the axially elongate tube 112 is advanced into the thoracic cavity of the 
patient (Fig. 4A, Col. 11. lines 15-20); removing the flexible trocar 12 from the drainage lumen 
1 13 of the axially elongate tube 112 and from the drainage lumen of the valve 32, as the trocar 
12 serves as an introducer intended to be removed once the apparatus 10 is placed; selectively 
opening or closing the drainage lumen of the valve 32, to control the influx and efflux of fluid, air 
or contaminants into the thoracic cavity through the drainage lumen of the axially elongate tube 
(Col. 12, lines 60-67); and removing the guidewire 15 after inserting the axially elongate tube 
1 12, as the guidewire 15 is only intended as placement guide to be removed once apparatus 10 
is placed. 

With respect to claim 22: The method taught by Balbierz further comprises the step of 
selectively bending a region of increased flexibility near the distal tip of the axially elongate tube 
112 while advancing the tube into the chest cavity. (Col. 10, lines 52-59) 

With respect to claim 23: The axially elongate tube 112 further comprises a sideport 24\ 

operably connected to the drainage lumen 113, wherein said sideport 24' is located near the 
distal end of the axially elongate tube. (Fig. 2, Col. 8, lines 32-35) 

With respect to claim 25: The valve 32 is pre-attached to the axially elongate tube 112 near the 
proximal end of the axially elongate tube 112, prior to removal of the axially elongate tube from 
a package. (Fig. 8, Col. 12, lines 55-59) 
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With respect to claim 27: The method taught by Balbierz further comprises the step of 
advancing an extracorporeal fixation device 52 distally along the axially elongate tube 112 so 
that the extracorporeal fixation device 52 is adjacent the thoracic wall of the patient and then 
locking the extracorporeal fixation device 52 to prevent axial movement of the extracorporeal 
fixation device along the axially elongate tube 112 by winding the spring 52 such that it fits in the 
tube 112 but recovers its initial diameter upon delivery, thus holding itself in place within said 
tube 112. (Col. 19Jines1-28) 

With respect to claim 29: The method taught by Balbierz further comprises the step of 
activating an intracorporeal fixation device, said intracorporeal fixation device being affixed to 
the axially elongate tube 112. (Col. 19, lines 41-44) 

With respect to claim 30: The step of activating the intracorporeal fixation device comprises 
inflating a balloon through a gas supply port 24' capable of functioning as a balloon inflation port 
located substantially near the proximal end of the axially elongate tube 1 12. (Col. 8, lines 31-35, 
Col. 19, lines 41-44) 

With respect to claim 31 : The step of selectively opening the valve comprises drawing a 
vacuum within the valve enabling lumen 1 13 via port 24' (Col. 8, lines 35,36), said valve 
enabling lumen 113 being operably separated and not connected to the drainage lumen of the 
valve, to open the valve. Balbierz teaches multiple lumens 113 coupled to port 24' (Col. 8, lines 
32-35), therefore the valve enabling lumen and drainage lumen are not connected. 
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With respect to claim 33: The valve 32 is a normally closed valve, because the valve is positive 
or negative pressure operated, which would require an external positive or negative pressure 
source attached to port 24' at all times, which is not the case. 

With respect to claim 34: Balbierz teaches a method of draining of fluid, air and contaminants 
from a thoracic cavity of a mammalian patient comprising: inserting a chest drainage apparatus 
into a thoracic cavity of a mammalian patient, wherein the chest drainage apparatus comprises 
an axially elongate tube 112 with a pre-inserted flexible trocar 12 having a tapered distal tip 16', 
further wherein the flexible trocar 12 is pre-inserted through a non-removable, pressure- 
operated, bidirectional valve 32, attached to a proximal end of the axially elongate tube 112, and 
through a drainage lumen of the axially elongate tube and extends substantially the length of the 
axially elongate tube; advancing the chest drainage apparatus to its target location 5' within the 
thoracic cavity; removing the flexible trocar 12 from the drainage lumen of the valve 32 and the ' 
axially elongate tube 112; and selectively opening or closing the valve 32 to control influx and 
efflux of fluid, air or contaminants into the thoracic cavity through the drainage lumen of the 
axially elongate tube. (Col. 8, lines 32-36, Col. 12, lines 60-67) 

With respect to claim 35: The method taught by Balbierz further comprises the step of 
activating an intracorporeal fixation device, said intracorporeal fixation device being affixed to 
the axially elongate tube 112. (Col. 19, lines 41-44) 

With respect to claim 36: The method taught by Balbierz further comprises the step of 
activating an internal fixation device, said internal fixation device comprising a balloon which is 
pre-attached to the axially elongate tube 112, the activation step being accomplished by 
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application of fluid pressure via port 24' at the proximal end of the axially elongate tube 112, 
said fluid pressure causing inflation of the balloon. (Col. 8. lines 31-35, Col. 19, lines 41-44) 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Balbierz ('070) 
in view of Nissenbaum et al (U.S. Patent No. 6,669.708). 

With respect to claim 12: Balbierz teaches that axially elongate tube 1 12 is comprised of shape 
memory material and teaches piezoelectric materials as actuators 25' for steering tube 112, but 
does not teach that said bending or steering of said axially elongate tube is caused by electrical 
activation of a plurality of shape-memory actuators acting in opposition, wherein one actuator is 
enabled simultaneously with the opposing actuators not being activated. Nissenbaum teaches a 
flexible introducer device comprising a flexible tube, wherein bending of the tube is performed 
by electrically actuating shape memory alloy materials (shape memory actuator) formed as part 
of the introducer device. This electrical actuation can be targeted, wherein one actuator is 
enabled simultaneously with the opposing actuators not being activated. These materials are 
actuated by application of current (electrical activation) to permit bending of the flexible tube 
portion. Nissenbaum teaches that the use of these materials to create flexible products is known 
in the art (708, Col, 22, lines 9-23), and the method of electrical activation to allow bending 
taught by Nissenbaum constitutes an alternate method to the method of bending taught by 
Balbierz using similar materials, therefore it would be obvious to one of ordinary skill in the art to 
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modify the device taught by Balbierz so as to allow steering by means of actuators acting in 
opposition, wherein one actuator is enabled simultaneously with the opposing actuators not ■ 
being activated as taught by Nissenbaum to allow selective steering of the axially elongate tube. 

Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Balbierz in view 
of de la Torre et al (U.S. Patent No. 6,319.246). 

With respect to claim 32: The step of selectively closing the valve comprises removing a 
vacuum from within a valve enabling lumen 1 13 by detaching the vacuum from port 24' (Col. 8, 
lines 32-36). 

Balbierz does not teach an open celled foam that expands to close the valve. De la 
Torre teaches a laparoscopic device access port wherein the device has a valve that compriseis 
an open celled foam that expands to close the valve. De la Torre teaches that other valve 
structures may also be employed. In the instant case substitution of equivalent methods 
requires no express motivation, as long as the prior art recognizes equivalency, In re Fount 213 
USPQ 532 (CCPA 1982); In re Siebentritt 152 USPQ 618 (CCPA 1967); Graver Tank & Mfg. 
Co. Inc. V. Linde Air Products Co. 85 USPQ 328 (USSC 1950). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Melanie J. Hand whose telephone number is 571-272-6464. The 
examiner can. normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zaiukaeva can be reached on 571-272-1 115. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
Art Unit 3761 
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